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DETAILED ACTION 



This Office action is in response to the amendment filed March 29, 2006. Claims 
13-17 have been canceled. Claims 25-30 are new. Claims 1-12 and 18-30 are 
presently pending and under examination. 

Drawings 

Drawings filed March 29, 2006 have been accepted. 

Withdrawal of Objections and Rejections 

The objections and rejections not explicitly restated below are withdrawn. 

Maintenance of rejections 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC §112 

Claims 1-2, 20-24 remain rejected and claims 25-30 are rejected (see 
explanation below) under 35 U.S.C. 112, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. 

Claims 1-2, 5-12 and 18-24 remain rejected and claims 25-30 are rejected (see 
explanation below) under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for nucleic acid, SEQ ID NO: 11, encoding the mutant disclosed in 
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example B.4, on page 33, lines 8-19, of the specification, Fp10-cr1 (hcFRFP-2) (HcRed- 
2A) does not reasonably provide enablement for nucleic acid wherein said nucleic acid 
encodes a far red shifted Stichodactylidaen chromoprotein or fluorescent mutant thereof 
wherein the said nucleic acid has a sequence similarity of at least about 75%, 80% or 
90% with a nucleotide sequence of SEQ ID NO: 1 1 . The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 
The above rejections were explained in the Office action. 

Response to applicant's arguments 

In regards to the rejection of claims 1-2, 20-24 under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement, applicants 
assert that the specification on page 8, lines 10-15 specifically discloses the language of 
the amendment: in many embodiments, the nucleic acids have a sequence that is 
substantially similar (i.e. the same as) or identical to the specific nucleic acid sequences 
of the figures and sequence listing included herewith as part of his specification. By 
substantially similar is meant that sequence identity will generally be at least about 60%, 
usually at least about 75% and often at least about 80, 85, 90, or even 95% and hence 
applicants assert that the above language provides the adequate support for that 
amendment. 

Applicants' arguments have not been found persuasive. As stated previously in 
Office action mailed, January 3, 2006, the type of Markush language disclosure 
presented by the applicant is not considered to be sufficient written description support 



Application/Control Number: 09/976,673 Page 4 

Art Unit: 1653 

for the specific new limitation that attempts to provide a range of species for a genus of 
a nucleic acid molecule present in other than its natural environment, wherein said 
nucleic acid encodes a far red shifted Stichodactylidaen chromoprotein or fluorescent 
mutant thereof; therefore the limitation "wherein said nucleic acid has a sequence 
identity of at least about 75% with SEQ ID NO:1 1" is considered to be new matter. New 
or amended claims which introduce elements or limitations, which are not supported by 
the as-filed disclosure, violate the written description requirement. See, e.g., In re 
Lukach, 442 F.2d 967, 169 USPQ 795 (CCPA 1971) (subgenus range was not 
supported by generic disclosure and specific example within the subgenus range); In re 
Smith, 458 F.2d 1389, 1395, 173 USPQ 679, 683 (CCPA 1972) (a subgenus is not 
necessarily described by a genus encompassing it and a species upon which it reads). 
The specification of the present application does not disclose specific nucleic acid 
species that have a sequence identity of at least about 75% with SEQ ID NO: 1 1 , 
wherein the said species are encompassed by a genus of a nucleic acid that encodes a 
far red shifted Stichodactylidaen chromoprotein or fluorescent mutant thereof. It is 
appears that applicants were not in possession of the mentioned nucleic acid molecule 
when the application was originally filed since applicants have only described a variant 
of the above nucleic acid molecule that may encode a protein with the following 
substitutions: A2S, T36A, E63A, C143S, L173H, P201L and K204E as compared to a 
wild type sequence. The protein encoded by the amino acid sequence of SEQ ID NO: 
1 1 is 227 residues in length, applicants have provided written description for a variant 
with 7 possible substitutions, 227-7=220, 220/227*100=96.9%; therefore it is clear that 
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applicants have support only for a far red shifted chromoprotein or fluorescent protein 
encoding nucleic acid molecule that has 96.9% identity to SEQ ID NO:1 1 and not 75%. 
It is important to note that newly added claims 25-30 do not address nucleic acid 
identity or limit the nucleic acid molecule of the invention but rather state possible 
substitutions that are encompassed by the scope of the claim; and therefore do not 
remedy the deficiencies of the claims that they are dependent therefrom. 

In regards to the rejection of the claims 1-2, 5-12 and 18-24 under 35 
U.S.C. 112, first paragraph, because the specification, while being enabling for nucleic 
acid, SEQ ID NO: 11, encoding the mutant disclosed in example B.4, on page 33, lines 
8-19, of the specification, Fp10-cr1 (hcFRFP-2) (HcRed-2A) does not reasonably 
provide enablement for nucleic acid wherein said nucleic acid encodes a far red shifted 
Stichodactylidaen chromoprotein or fluorescent mutant thereof wherein the said nucleic 
acid has a sequence similarity of at least about 75%, 80% or 90% with a nucleotide 
sequence of SEQ ID NO: 1 1 , applicants assert that the specification provides ample 
disclosure to enable one skilled in the art to practice the claimed invention. 

Applicants assert further that for example, the subject nucleic acids are 
described, for example, on page 6, line 23 through page 16, line 2, the particular far red 
shifted aspect is described, for example, on page 16, line 7 though page 17, line 2, 
exemplary methods of producing such mutants are described, for example, on page 18, 
line 7, through page 19, line 17, and in greater detail on page 31, line 16 through page 
32, line 2., resulting exemplary mutants are described at, for example, on pages 32-36, 
constructs, vectors, expression cassettes, and expression systems including the subject 
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nucleic acids are described, for example, on page 11, line 3, through page 13, line 27, 
and applications using the subject far red shifted proteins are described, for example, 
on page 24, line 6, though page 30, line 6. 

Applicants also assert that moreover, exemplary methods of producing such 
variants are described, for example, on page 15, line 16, through page 16, line 2, and in 
greater detail on page 31, line 16 through page 36, line 15. In addition, the specification 
also provides abundant description for methods of evaluating a far red shifted property 
on page 16 as well as in the examples section at, for example, pages 32 and 34. 
Therefore, in view of such guidance provided in the specification, in combination with 
the knowledge of one of skill in the art, and experimentation that may be necessary is 
reasonable. 

Applicants' arguments have not been found persuasive. The issue in this case is 
the breath of the claims in light of the predictability of the art as determined by the 
number of working examples, the skill level of the artisan and the guidance presented in 
the instant specification and the prior art of record. The Applicants make and test 
position is inconsistent with the decisions of In re Fisher, 427 F.2d 833, 839, 166 USPQ 
18, 24 (CCPA 1970) where it is stated that "... scope of claims must bear a reasonable 
correlation to scope of enablement provided by the specification to persons of ordinary 
skill in the art...". Without sufficient guidance, determination of having the desired 
biological characteristics is unpredictable and the experimentation left to those skilled in 
the art is unnecessarily and improperly extensive and undue. See In re Wands, 858 
F.2d at 737, 8 USPQZd at 1404 (Fed. Cir. 1988). Therefore, for the instant specification 
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to be enabling, it needs to provide direction/guidance regarding whether the structure of 
the chromo or fluorescent fragment/mutant can tolerate the modifications encompassed 
by claims and still possess the desired properties or whether a protein that does not 
have the desired properties may result. Absent sufficient guidance/direction one of skill 
in the art would not be able to practice the claimed invention commensurate in scope 
with the claims. Just because the applicants have disclosed all the relevant known 
molecular biology methods for determining the effectiveness of possible mutations with 
regards to the product of the invention it goes not mean that enablement commensurate 
with the scope of the claimed invention has been provided and this is due to one 
extremely important fact. Applicants have not explained which portion or segment of the 
encoded protein is essential for the claimed activity of the protein, without such 
information a person skill in the art would not know if the change in the encoded protein 
will be one that compromises the effectiveness of the protein. Therefore without further 
experimentation that clarifies the essential residues required for the activity of the said 
protein, it would not be possible to make or use a nucleic acid that has 75% identity to 
SEQ ID NO:1 1 and encodes a protein that is a far red shifted chromoprotein or 
fluorescent protein and the need for the mentioned further experimentation with regards 
to the claimed functionality of the claimed product is considered to be undue. It is 
important to note that newly added claims 25-30 do not address nucleic acid sequence 
identity or limit the nucleic acid molecule of the invention but rather state possible 
substitutions that are encompassed by the scope of the claim; and therefore do not 
remedy the deficiencies of the claims that they are dependent therefrom. 
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Conclusion 
Claims 1-2, 5-12 and 18-30 are rejected. 
Claims 3-4 are allowed. 

Accordingly, THIS ACTION IS MADE FINAL. Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert B Mondesi whose telephone number is 571-272- 
0956. The examiner can normally be reached on 9am-5pm, Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571 -272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). - 



Robert B. Mondesi 
Patent Examiner 
Group 1653 





